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\The method of any one of claims 1 and 40 through 44, wherein the 



51. 



biological conduit is surj 
applied to the e: 



■gically exposed and the agent is delivered into the lumen or is 
surface of the biological conduit in vivo. 



52 Thlmethod of any one of claims 1 and 40 through 44, wherein a 
biolog.calconduitlsurgicallyremovedand^ 



and/or to the extem a \surface of the conduit in vitro. 




causes the production 
degrade the central amoi 
elastin within the wall of i 



The metHod of any one of claims 1 and 40 through 44 wherein the agent 
release of endogenous enzymes that solubilize and/or 
material of elastin and/or the microfibrillar component of 
logical conduit. 



54. The method c 
causes the production and/or ^ 
degrade collagen fibers within^ 

55. The method of a 
administration of the agent, a ti 
administered therapeutic agent to 



Le of claims 1 and 40 through 44 wherein the agent 
of endogenous enzymes that solubilize and/or 
wall of the biological conduit. 

of claims 1 and 40 through 44, wherein after 
period is permitted to lapse sufficient for the 
!r meate through the walls of the biological conduit. 



REMARKS 

Cain* ,-,2*0 pending subject application. Claims 1 and 5-12 havebeen 
moment to claims ! and 5-12 and for added ciaitns 40-55 is found mroughout the 
uL2.ll- page ,6, lines 10-22; page 8, lines 1 8-24; page 6, lines 19-28; page 13 hne 

.Wcroftbrillareotnponentofelastin." Applicant re s P ec,Mly submits that the 
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5 . p a g e 1 0,Unes7-9;pa g e.0,.ines23-24). Elasfin fibers are composed of the en^l 
Immaterial ofelastmandthemicrofibril, , component of e,^. App. can, 

introduce new matter. MPEP 608.04(a), 2163.07(a). 

Favorable reconsideration inlightofthe amendment and remarks which follows 

respectfully requested. 

1 §11 ? Rejections 

CiaimsZ-nhavebeenrejectedunderBSU.S.C.pn.secondparagraph as being 

indefinite for faihng to particuiariy point out and distinctly Cairn the subject matter 

which applicant regards as his invention. 

makes those claims indefinite." 

Claims2-4have been cancelled, without prejudice. Thus, rejection of these 
claims is moot. 

The Office further states mat applicant should replace the term Vollogen" with 
"coilagen." Applicants have corrected this typographical error as suggested. 

The Office further s«es "The phrase 'stendard ,„ v W o tissue digestion assay in 
. e^s^rendersthoseclaimsindefinitebecauseof^eword'standard.. Tiustermdoes 

not clearly define a 'standard assay'." 
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* ,>»„ respectfully submit that definiteness of claim language must be 

invention was made. See MPEP §2173.02. 

cl early defined in the application disclosure as follows: 

The tissue sample can be excis ed, tamrned wa^ed n ^ ^ 
buffer at neuttal P H. f " Exam P le j ™, r0 protoco l that contains steps 1) 
or other similar phrase. 

Page 11, lines 1-16. 

Itisres pectfullysubmit.ed ai ancla,ms5-12complyw 1 m35U.SX. § n2. 
Reconsideration and withdrawal of ^rejection is respectfully requested. 

2 35JJJLCilQ2jleject^ 
Clahnsl-Shavebeenrejected under 35 U.S.C. § 102(e) asbeinganticipatedby 
Gokeen et al. (U.S. Patent 5,116,615). The Office states: 

Gokecn et al., disclose a method to ^reheve 
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100% digestive activity). 
Applicants respectfully traverse this rejection. 

.Holos.calconduitsusceptible.ooostrnctic, According ,o the present »e*od, an 

central amorphous material of the elastiniiDe 

the tissue remains grossly intact and the cells remain viable. 

„ *nnhv(BPH) BPHisanodular.irregularenlargementoftheprostate 

prostate. Still lurtner, pnt to the thin wall of a biological conduit. An 

very different than administration of an agent to the thm wall 
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S:=r— :r==rr.i 
~: 

collagen, and elastmj in g non-specific 
completely. 

» -Hed in MPEP-2131, a claim is anticipated only if each and every element 

-».--*'-«^- d, » ,l - d '-- 4,, ' ,ta * 

USPQ2d 1566 (Fed. Cir. 1990). 
anticipated by the Gokeen reference. 



N.Franano 

SERIAL NO.: 09/669,051 
Page 10 of 17 

2 ^n_g_r. §103 Reject ions 



* j ir tt o p 8103(a) as being unpatentable 
Cairns 1 -12havebee„re ) ectedu„der3 5 U.S^0 

overGo te eneta 1 .(U.S.Pa.en«5,n6,615) 1 nv,ewofKun Z e.al.(U.S. 
Applicants respectfully traverse this rejection. 

tissue and removes collagen, elastin and cells. 

Likewise m eKunz reference fails to describe or otherwise suggest the 

^l.tin.cran.or.e— ^^^S^L* 
conduit wall, thereby facilitating elongation of the wall 
conduit diameter. 

Accordingly claims 1 and 40-44 are patentable over Gokeen in view of Kunz. 

patentable over Gokeen in view of Kunz. 

CONCLUSION 

Reconsiderationandallow^ceofclaimsl.S-lZand^eisrespectfully 
Recons . „ Thk case is believed to be in condition for 

requested in view of the foregoing iscussion. This case 
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of the subject application. 

.ffo^yreasonafeeisrequired.afeepaidUinad^uateororedi.isowedfor 
anyexcessfcepaid, you he^ —ed and re^ed ,o oha.se DeposU Account 
No. 04-1105. 



• w 
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Pa8el2 S °hol .he Examiner wish to discuss anyofthe —en, and/or remarksmade 
herein, the undersigned attorney wouid appreciate the opporturuty to do so. 

RespectfuUy submitted, 



Date: __^_n^oDZ / -V^T^rW^^ 

/ Li^SwiszczHazzard(RegrNp^M&»J 
Dike, Bronstein, Roberts & Cushman 
^Intellectual Property Group of 
EDWARDS & ANGELL, LLP 
P.O. Box 9169 
Boston, MA 02209 
Tel. No. (617) 517-5512 
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, A^thodfortreatinganobsm.etedbiologicalcondui.orarf 

Inmpn diameter. 

conjesane.ynreora — rfa ^«---U*U-^** 

^^^^ 

6 Themethodof .anyoneof, claim,*, 1 ^ough] 5 wherein in a standard 

[digestion] activity againslei*^ 

. ggpjponeniofela^ 

7 Th e m ethodof l anyoneo tl o 1 ai ml s, 1 ^hrou g h,5wherei„inastanda r d 

comr^nenlofeUgtin, relative to a control. 

8 TnemethodonanyoneoWs, 1 [through 7, wherein the agent m 

microfibrillar^ 
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9 . Th e m etho d of lam yoneo fl c,a iml s„W8 1 whe r ein fll ea g en tlS 

administered by a catheter. 

ofthebiologica! conduitisastenosis, stricture or kston. 

n i ; m M 1 Ithroush 101 wherein the biological 
u The method of [any one oil clarmlsliphr 011 ^ 1 

duct. 

12 ^methodonanyoneondairms, 1 ^ugh 11, wherein the agent is 
susceptible to an obstructed biological conduri. 

Kindly add the following new claims: 

40 Amethodfortreatingartohstructedbioiogicalconduitoracondu,, 

, ■ to the wall of the biological conduit 

wall of the biological conduit. 

« Amemodfortreatinganobsttuctedbiologiealconduitorcondui. 

41. Amethoai ^ • ■ ,^„ oto the wall of the biological conduit 

and/or the microfibrillar component of the elastm in 
^ diameter of the biological conduit. 



susci 



leading to enlargement of the lumen 
42. A method for treating 
susceptible to obstruction comprising: 
admimsteringto^^ 



42. Amethodfortreatinganobstructedbiologicalconduitorconduit 



N. Franano 

SERIAL NO.: 09/669,051 



matrix 
the biological conduit, 



43. 



Amethod for treating an obstructed biologica, conduit or conduit 



susceptible to obstruction comprising: 

administering to the wall of the biological conduit an agent; 

Singtoanenlargernentofthelun.endtarne.erofthebrolog.calcondu, 



44. 



Ameutodfortreatingaobstructedbiologica! conduit or conduit 



susceDtible to obstraction comprising: 

within the wall of the biological conduit. 

45 Th e m e*odofanyoneofclai.ns 1 and40,hrough44, wherein 

to the segment of the biological conduit to be treated. 

46 Th emethodofc,aim45,wherei„ te methodfarthercomp ri sesthes t epof 

47 ^emeftodof^oneofclaimsland^through^furmercornprising 
the biological conduit. 
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48 . Th e m ethodofclai m 47,whe ro n,h e lu m e„of.heb i olo g icaUo„du,t, S 

pressurized by mechanical action. 

The m e t hodofc 1 ai m 47,wherein,he,u m e n of*ebio.o^cond U , 1 s 

pressurized with a balloon catheter. 

50. The m eu 1 odofdai m 47.whereintheage„tisad r ninis,eredandthe 
pressurizing is performed by the same device. 

51 Theme.hodofanyoneofc.aims. and 40 tough 44, wherein.be 

apphed to the external surface of.be bio.ogica. conduit in vivo. 

52 Themethodofan y oneofc.a 1 ms.a„d40 to ou g b44,where,na 

^^^^^^^^^ 

and/or to me external surface of the conduit in vitro. 

53 . Th eme«hodofa„yoneofclaims,and40 to o„ g h44,w h ereinana rt eryis 
obstructed by atherosclerosis. 

elastin within the wall of the biological conduit. 

55 T heme,hodofanyoneofe,aimsland40,hrou g h44whereinthea g en. 

degrade collagen fibers within the wall of mebiobgtcal condutt. 
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^ 56 The ffl e.hodofanyo„eofelai m s 1 and40toough44,whereinafter 



